
101

Food and Drug Administration, HHS § 207.7

storage conditions, such as extremes in
temperature, humidity, smoke, fumes,
pressure, age, or radiation, for the pur-
pose of returning some or all of the
products to the marketplace.

(7) Establishment means a place of
business under one management at one
general physical location. The term in-
cludes, among others, independent lab-
oratories that engage in control activi-
ties for a registered drug establishment
(e.g., consulting laboratories), manufac-
turers of medicated feeds and of vita-
min products that are drugs in accord-
ance with section 201(g) of the act,
human blood donor centers, and animal
facilities used for the production or
control testing of licensed biologicals,
and establishments engaged in drug
product salvaging.

(8) Manufacturing or processing means
the manufacture, preparation, propaga-
tion, compounding, or processing of a
drug or drugs as used in section 510 of
the act and is the making by chemical,
physical, biological, or other proce-
dures of any articles that meet the def-
inition of drugs in section 201(g) of the
act. The term includes manipulation,
sampling, testing, or control proce-
dures applied to the final product or to
any part of the process. The term also
includes repackaging or otherwise
changing the container, wrapper, or la-
beling of any drug package to further
the distribution of the drug from the
original place of manufacture to the
person who makes final delivery or sale
to the ultimate consumer.

(9) Representative sampling of adver-
tisements means typical advertising ma-
terial (excluding labeling as deter-
mined in § 202.1(l) (1) and (2)) that gives
a balanced picture of the promotional
claims used for the drug, e.g., if more
than one medical journal advertise-
ment is used but the promotional con-
tent is essentially identical, only one
need be submitted.

(10) Representative sampling of any
other labeling means typical labeling
material (excluding labels and package
inserts) that gives a balanced picture
of the promotional claims used for the
drug, e.g., if more than one brochure is
used but the promotional content is es-
sentially identical, only one need be
submitted.

(b) The definitions and interpreta-
tions of terms in sections 201, 502(e),
and 510 of the act apply to the use of
terms in this part.

[45 FR 38043, June 6, 1980, as amended at 55
FR 11576, Mar. 29, 1990]

§ 207.7 Establishment registration and
product listing for human blood
and blood products and for medical
devices.

(a) Owners and operators of human
blood and blood product establishments
shall register and list their products
with the Division of Product Certifi-
cation, Office of Biological Product Re-
view (HFB–240), Center for Biologics
Evaluation and Research, 8800 Rock-
ville Pike, Bethesda, MD 20892, on
Form FDA–2830 (Blood Establishment
Registration and Product Listing), in
acordance with part 607. Such owners
and operators who also manufature or
process other drug products at the
same establishment shall, in addition,
register and list all such other drug
products with the Drug Listing Branch
in accordance with this part.

(b) [Reserved]
(c) Owners and operators of establish-

ments engaged in manufacture or proc-
essing of medical devices shall register
and list their products with the Center
for Devices and Radiological Health,
FDA, on Form FDA–2891 (Initial Reg-
istration of Device Establishments),
FDA–2891a (Registration of Device Es-
tablishment), and FDA–2892 (Medical
Device Listing), in accordance with
part 807.

(d) Owners and operators of establish-
ments engaged in the manufacture or
processing at the same establishment
of both drug products and medical de-
vices shall (1) register with the Drug
Listing Branch (HFD–334), Center for
Drug Evaluation and Research, FDA,
and list their drug products in accord-
ance with this part, and (2) register
with the Center for Devices and Radio-
logical Health and list their medical
devices in accordance with part 807.

[45 FR 38043, June 6, 1980, as amended at 50
FR 8995, Mar. 6, 1985; 55 FR 11576, Mar. 29,
1990]
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